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A. Patie G atio pe edicatio
1. Patient identifler |2. Age at ime 3. Sex 4. Weigit 1. Name (give lsbeled strength & mfr/labeler, if known)
of svent:
or adult (X)female junk lbs f1 Extra Strength TYLENOL product
Date or ”
n confidence of birth: ( Jmale kgs 2. Dose, frequency & routs used  ]3. Therapy dates Gf unknows, give duration)
B. Adve e eve or prod proble from/te (or best astisratel
1. X Adverse svent snd/or Product problem {e.g.. defects/mait: #1 unknown dose L4 unknown dates or duration
2. Owtoomes attributed to adverse svent 2 [ 24
lcheck all thet appty} C ) disabiity 4. Diagnosle for use (indication} IE. Event abated aftsr use
(x) death tmord .date ( ) congenitsl snomaly #1  unknown ppad or dose
() Uo-threstening () required intervention to prevent #1 () Yes ( ) No (X) N/i
) L permanent impsinment/damage
( )  thoepitslization - initial or prolonged | 7]
() other: 8. Lot # Gf known} 7- Exp. date (it known] 1#2 ( ) Yes ( ) No ( ) N/
3. Date of event - Date of this report #1  Unknewn # Unknown 8. Event reappearnd after
unknown 01/19/98 2 2?2 reintroduction ]
{mo/dey/ye} {mo/dey/yr) |
N "()Yes()llo()()l/l

B. Describe evant or problem

Notification by attorney’s office & Writ of Summons of
HEPATIC FAILURE and DEATH allegedly associated with the use
of an Extra Strength TYLENOLS® acetaminophen product in an
aduit female client. No further information was provided.

8. NDC # - far product problems onty {if known)

:
|
2 () Yes ( ) No ( ) N/ﬁ

10. C. " dicel prod

and therapy dates {exciude trestment of svent)

6. Relevant tests/laboratory data, inchuding dates
unknown

¢ ) 10-day ( )periodic

7. Other relevent history, including preexisting medical conditons (e.g.. altergios,
race, pragnancy, smoking and aicohol use. hepatic/renal dystunction, ete.)

tnknown

1. Contsot office - name/address (& mfring site for devices) [2. Phone number
HcNeil Consumer Products Compeny 215-233-7820
Medical Affairs 3 Report sourcs
7050 Camp Hill Road (check all that sppiy)
Ft. Washington, PA 19034 C ) foreign

() study
( ) Herature
( ) consumer
4. ?-::-W)L d by it 5. ) m.bnd
- 01/15/98 (A})NDA ¢ 17-552 ( ) uses facility
6. it IND, protocol # ll:l:: company
Pre-1938 ( ) Yes ( ) distributor

7. Type ot report oTe (x) other:

{check sl that apply} product  (X) Yes attorney |
() Bday (x)16-day !

8. Adverse event termis)

Submission of a report does not constitute an

admission that medics! personnel, user faclity,
distributor, manufacturer or product caused or
contributed to the event.

FDA

Facsindie Form 3600A

(X) Initisl ¢ )follow-up # DEATH LIVER FAILURE
9. Mir. report number

0918361A

d eNo &
1. Name, address & phone #
Street
2. Health professionasi? |3, Occupation 4. Initlal reporter also
sent report to FOA
() Yes (X) No attorney () Yes ( ) No (X) Unk




